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~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address -

Period for Reply

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM
THE MAILING DATE OF THIS COMMUNICATION.
- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed

after SIX (6) MONTHS from the mailing date of this communication.
- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely.

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication.

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133).

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any

earned patent term adjustment. See 37 CFR 1.704(b).

Status

1 )M Responsive to communication(s) filed on 02/09/2004 .

2a)D This action is FINAL. 2b)M This action is non-final.

3)D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213.

Disposition of Claims

4)M Claim(s) 24-26,29,30,33.35.36.38.39,41 and 42 is/are pending in the application.

4a) Of the above claim(s) is/are withdrawn from consideration.

5)D Claim(s) is/are allowed.

6)M Claim(s) 24-26.29.30.33,35,36,38,39 and 42 is/are rejected.

7)M Claim(s) 41_ is/are objected to.

8)D Claim(s) are subject to restriction and/or election requirement.

Application Papers

9)D The specification is objected to by the Examiner.

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner.

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d).

11)D The oath or declaration is objected to by the Examiner. Note the attached Office Action orform PTO-152.

Priority under 35 U.S.C. § 119

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).

a)D All b)D Some * c)D None of:

1. Certified copies of the priority documents have been received.

2.D Certified copies of the priority documents have been received in Application No. .

3.D Copies of the certified copies of the priority documents have been received in this National Stage

application from the International Bureau (PCT Rule 17.2(a)).

* See the attached detailed Office action for a list of the certified copies not received.

Attachment(s)

1) |2 Notice of References Cited (PTO-892)

2) CD Notice of Draftsperson's Patent Drawing Review (PTO-948)

3) Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08)

Paper No(s)/Mail Date .

4) Interview Summary (PTO-413)

Paper No(s)/Mail Date. .

5) Q Notice of Informal Patent Application (PTO-1 52)

6) Other: .

U.S. Patent and Trademark Office

PTOL-326 (Rev. 1-04) Office Action Summary Part of Paper No./Mail Date 200405



Application/Control Number: 09/804,625 Page 2

Art Unit: 1647

DETAILED ACTION

The amendment filed 02/09/2004 has been entered. Claims 24, 25, 26, 29, 30, 33, 35, 36,

38, 39, 41, 42 are pending. Claim 41 is withdrawn from further consideration pursuant to 37

CFR 1. 142(b) to the extent that it is drawn to a nonelected invention, there being no allowable

5 generic or linking claim. Election was made without traverse in Paper No. 12. Claims 24, 25,

26, 29, 30, 33, 35, 36, 38, 39, 41, 42 are being examined to the extent that they read upon the

elected invention.

The terminal disclaimer filed on 02/09/2004 disclaiming the terminal portion of any

patent granted on this application which would extend beyond the expiration date of 5,013,649

10 has been reviewed and is accepted. The terminal disclaimer has been recorded.

Claim Rejections - 35 USC§ 112

Claims 33, 36, 39, 42 are rejected under 35 U.S.C. 1 12, second paragraph, as being

indefinite for failing to particularly point out and distinctly claim the subject matter which

15 applicant regards as the invention. Claim(s) 33, 36, 39, 42 are indefinite over the recitation of

"stringent conditions." Applicants argue that stringent hybridization conditions are defined in

the specification at page 23, lines 25-27, and that stringent conditions are defined by Maniatis.

Applicant's arguments have been folly considered but they are not persuasive. The specification

at page 23, lines 25-27, discloses one set of hybridization conditions, and, as noted in the last

20 Office action, stringency varies according to the hybridization conditions and the particular

hybrid under study. It is unclear what conditions are intended. If Applicants intend the term

"stringent hybridization conditions" to only encompass those conditions set forth at page 23,
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lines 25-27, of the present specification, then Applicants should not hesitate in amending the

claims to recite those conditions.

Claim 42 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for

5 failing to particularly point out and distinctly claim the subject matter which applicant regards as

the invention. Claim 42 is indefinite over the recitation of "BMP-2 protein." Because the instant

specification does not identify that material element or combination of elements which is unique

to, and, therefore, definitive of "BMP-2 protein" an artisan cannot determine what additional or

material limitations are placed upon a claim by the presence of this element. The metes and

10 bounds are not clearly set forth. It is suggested that the claim recite "bone morphogenetic

protein."

New Formal Matters. Objections, and/or Rejections:

Priority

15 Applicant has not complied with one or more conditions for receiving the benefit of an

earlier filing date under 35 U.S.C. 120 as follows:

An application in which the benefits of an earlier application are desired must contain a

specific reference to the prior application(s) in the first sentence of the specification of in an

application data sheet (37 CFR 1 78(a)(2) and (a)(5)). The specific reference to any prior

20 nonprovisional application must include the relationship (i.e., continuation, divisional, or

continuation-in-part) between the applications except when the reference is to a prior application

of a CPA assigned the same application number.
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The reference to the 378,537 and 655,579 prior nonprovisional applications does not

include the relationship (i.e., continuation, divisional, or continuation-in-part) between the

378,537 and 655,579 and/or between the 378,537 and 655,579 and any other application.

5 Claim Rejections - 35 USC §112

Claims 24,35, 38 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply

with the written description requirement. The claim(s) contains subject matter which was not

described in the specification in such a way as to reasonably convey to one skilled in the relevant

art that the inventor(s), at the time the application was filed, had possession of the claimed

10 invention.

The claims are directed to or encompass naturally occurring allelic variants. Allelic or

other variations of the sequences of FIGS. 1 through 3, whether such nucleotide changes result in

changes in the peptide sequence or not, are also included in the present invention (the present

specification at page 4, lines 29-32). However, the specification does not provide any particular

1 5 definition for the term allele. In this circumstance, the meaning of the term is the ordinary usage

in the art. The ordinary meaning of the term allele is one oftwo or more alternate forms of a

gene occupying the same locus on homologous chromosomes. See, Lodish (U), page G-l. The

specification discloses only one allele within the scope of the genus: the nucleotide and amino

acid sequence of figure 2. However, there is no description of the mutational sites that exist in

20 nature, and there is no description ofhow the sequences in Figure 2 relate to the structure of any

allele. The general knowledge in the art concerning alleles does not provide any indication of

how the structure of one allele is representative of unknown alleles. The nature of alleles is that
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they are variant structures, and in the present state of the art the structure of one does not provide

guidance to the structure of others. The common attributes of the genus are not described. One

of skill in the art would conclude that applicant was not in possession of the claimed genus

because a description of only one member of this genus is not representative of the variants of

5 the genus and is insufficient to support the claim.

Claims 33, 36, 39, 42 are rejected under 35 U.S.C 1 12, first paragraph, as failing to

comply with the enablement requirement. The claim(s) contains subject matter which was not

described in the specification in such a way as to enable one skilled in the art to which it pertains,

10 or with which it is most nearly connected, to make and/or use the invention. The claims are

directed to or encompass a DNA molecule that hybridizes to the sense strand of Figure 2 and

encodes a BMP. However, such a DNA molecule is antisense to BMP encoding DNA and does

not encode anything within the current application's meaning of a BMP. Accordingly, the

present specification has not told the skilled artisan how to make a DNA molecule encoding a

1 5 BMP that is encoded by an antisense DNA molecule and/or the present specification has not told

the skilled artisan how to use a protein encoded by an antisense DNA molecule as a BMP.

Given the limited amount of direction and working examples provided by the inventor regarding

BMP encoding DNA molecules, it would require undue experimentation for the skilled artisan to

make and/or use the full scope of the claimed invention.

20

Claim Rejections - 35 USC § 101

35 U.S.C. 101 reads as follows:
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Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or

any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and

requirements of this title.

Claims 24-26, 29, 30, 33, 42 are rejected under 35 U.S.C. 101 because the claimed

invention is directed to non-statutory subject matter. A DNA sequence is not patentable because

a sequence is merely descriptive of the linear order of monomers ofwhich the DNA molecule is

made and is not a "composition of matter." An isolated and purified DNA molecule may be

patentable because a molecule is a "composition of matter/' one of the four classes of invention

authorized by 35 U.S.C. 101.

Claim 41 is objected to the extent that it is directed to a nonelected invention.

Any inquiry concerning this communication or earlier communications from the examiner should be directed to

David S. Romeo whose telephone number is (571 ) 272-0890. The examiner can normally be reached on Monday through

Friday from 7:30 a.m. to 4:00 p.m. If attempts to reach the examiner by telephone are unsuccessful, the examiner's

supervisor, Gary Kunz, can be reached on (571 ) 272-0887.

IF submitting official correspondence by fax, Applicants are encouraged to submit official correspondence to

the following tc 1600 before and after flnal rlghtfax numbers:

Before Final (703) 872-9306

After Final (703) 872-9307

Customers are also advised to use Certificate of Facsimile procedures when submitting a reply to a non-final

or final Office action by facsimile (see 37 CFR 1 .6 and 1.8).

Faxed draft or informal communications should be directed to the examiner at (571) 273-0890.

Any inquiry of a general nature or relating to the status of this application or proceeding should be directed

to the Group receptionist whose telephone number is (703) 308-0196.

Conclusion

David Romeo
Primary Examiner

Art Unit 1647

dsr
May 15, 2004


